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approval or regulation and to perform risk assessments. A list of substances reviewed by this Committee in 1981 is given in Table III-3. The 12 members of the Committee are all PDA employees and include toxicologists, pathol-ogists, mathematicians, and chemists. The role of the Committee is to render all final decisions on carcino-genicity for the Bureau of Foods on the basis of scientific information available to it. Its primary function is to determine whether, on the basis of a fair evaluation of all available data, a chemical is a potential or actual carcinogen. Because the Delaney clause, which forbids exposure of any food or color additive that induces cancer, applies to many substances in the Bureau's jurisdiction, quantitative (e-g., dose-response) assessments are not always performed. For some substances, such as contaminants, the magnitude of the risk is relevant, and scientists from the various divisions collaborate with staff responsible for gathering information on human exposure to perform risk characterizations. The Cancer Assessment Committee does not typically prepare formal written assessments, so there is no document available that outlines the relevant data and the rationale for the choices of options made in the assessment of risks. The Cancer Assessment Committee apparently does not follow comprehensive written guidelines, although it does follow some general guidelines that were used in previous decisions and are set out in the agency's drug-residue proposal*
Peer Review
In recent years, the Bureau of Foods has sought independent scientific review of the data on a number of substances. Often Bureau staff informally solicit the judgments of individual outside scientists on major issues. The Bureau routinely uses outside panels established under the auspices of the Federation of American Societies for Experimental Biology for periodic review of substances now generally recognized as safe (GRAS) . Ad hoc panels were convened to evaluate the data on such substances as cyclamate, saccharin, Red No. 2, and Red No. 40,
More recently, the Bureau has turned to a standing panel, the Board of Scientific Counselors of the National Toxicology Program. The Board's review of the data on color additive Green No. 5 illustrates the Bureau's approach to external peer review. The Board reviewed the